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THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
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1 )|EI Responsive to communication(s) filed on 23 August 2004 . 
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Application Papers 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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Priority under 35 U.S.C. § 119 

1 2)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)Q All b)Q Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 
Amendment Entry 

1 . The amendment filed August 23, 2004 has been entered. The examiner 
acknowledges the amendment to the specification. Claims 1,13, 41 and 42 have been 
amended. Claims 1-44 are under consideration in this application. 

Response to Arguments 

2. Applicant's arguments filed August 23, 2004 have been fully considered but they 
are not persuasive. The text of those sections of Title 35, U.S. Code not included in this 
action can be found in a prior Office action. 

3. The rejection of claims 1-25 and 36-39 under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention is maintained. Applicant asserts that 
the amendments overcome the rejections. However it is the examiner's position that 
the amendments do not overcome all the rejections for the reasons stated below. 

4. Claim 1 is still unclear. Now claim 1 recites "...adding a primary antibody, which 
is specific to said marker, to the digested bacteria and thereby contact released 
marker;..." The claim is indefinite because it is unclear whether the claim is stating that 
the primary antibody is specific for the marker and specific to the digested bacteria. 
Although applicant asserts that the antibody is added to the bacteria, the claim 
language confers a different interpretation. Thus suggested claim language would be 
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adding to the sample comprising the digested bacteria and released marker, a primary 
antibody that binds said marker. It is unclear what applicant intends with respect to the 
"thereby contact released marker" language. Is applicant stating that the primary 
antibody will bind only released marker? It is also unclear whether there is a difference 
between "said marker" and "released marker". If the markers are one in the same, then 
consistent terminology should be used. If there are two types of markers, then applicant 
should clarify. Thus clarification is required. 

The recitation of "...adding a second antibody, which is specific for said primary 
antibody and conjugated to a reporter molecule, to the digested bacteria and thereby 
contact primary antibody;..." is unclear. It is unclear if applicants' statement is drawn to 
adding to the sample a second antibody conjugated with a reporter molecule, wherein 
the second antibody binds to the primary antibody or if applicant intends something 
else. Thus contrary to applicant's belief that the rejections are now moot, the rejection 
is maintained because the claim language is confusing. Claim 13 has a similar problem, 
therefore the above comments also apply to claim 13. 

5. It is unclear how the determination of the type of bacteria can occur as recited in 
claims 1 and 13. Applicant asserts that pages 8-9 teach typing of bacteria, however 
those pages only refer to maintaining the viability of an antibody once it is immobilized 
on a solid surface. Page 10 of the instant specification defines typing as the 
identification of a bacterial genus, species, or serotype. The use of a generic capture 
antibody in claim 1 would not allow one of skill in the art to determine the genus, 
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species or serotype of the captured bacteria. Thus the goal of the preamble of the claim 
is not achieved. 

It is noted that claim 13 only uses antibodies specific for the marker. There is no 
use of an antibody that binds to a particular type of bacteria. Therefore it would be 
impossible to determine the type of bacteria without such. Thus, applicant's arguments 
are not persuasive. The claims fail to recite the use of multiple antibodies specific for 
different types of microorganisms, thus it is unclear how the microorganisms can be 
typed. It is unclear how one could determine what type of microorganism is present in 
the sample unless one already knew what microorganisms were in the sample and what 
antibodies to use to detect such microorganisms. Therefore, the claims are still unclear 
and the metes and bounds cannot be ascertained. Clarification is required since 
applicant's assertions are not persuasive. 

6. Claim 42 recites the limitation "said detectable reporter molecule" and is 
therefore still rejected. There is insufficient antecedent basis for this limitation in the 
claim. 

7. The new matter rejection of claims 1-44 under 35 U.S.C. 112, first paragraph, is 
maintained for reasons already of record. The rejection was on the grounds that 
applicant failed to specifically point to support for the identity of an immobilized capture 
antibody specific to one or more types of bacteria as recited by the newly amended 
claims. 
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Applicant asserts that pages 8-9 teach that primary antibodies of any available 
specificity can be used. However pages 8-9 of the instant specification are drawn to 
maintaining the viability of antibodies within a kit. Moreover, the primary antibodies are 
specific for the marker and do not provide support for applicant's new matter. The 
primary antibodies are not specific to different types of bacteria and do not aide in the 
ability to type the bacteria. Thus applicants' statements are not persuasive. Moreover, 
all the claims do not require the use of capture antibodies that are necessary to allow 
the bacteria to be typed. Thus applicants' arguments are not persuasive. 

Neither the specification nor originally presented claims provides support for 
immobilizing a capture antibody specific to one or more types of bacteria on a solid 
support. Applicant still did not point to support in the specification for immobilizing a 
capture antibody specific to one or more types of bacteria on a solid support that would 
allow one of skill in the art to type the bacteria. Thus, there appears to be no teaching 
of an immobilized capture antibody specific to one or more types of bacteria and allow 
for the typing of that bacteria. Applicant claims that there is support in instant 
specification and claims for support of the amendment which are drawn to an 
immobilized capture antibody specific to one or more types of bacteria, however it 
appears that the entire specification appears to fail to recite support for the newly 
recited immobilized capture antibody specific to one or more types of bacteria. Rather 
the specification refers to methods useful for the detection of a single or mixed species 
of microorganisms using antibody specific to the marker, not to specifically typing the 
bacteria. Applicant's assertion that any antibody including unknown antibodies could be 
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used within the method has no support. Moreover, the kit claims do not even require the 
use of a capture antibody that would allow typing of the bacteria to occur. Therefore, it 
appears that there is no support in the specification. Therefore, the claims incorporate 
new matter and the rejection is maintained. 

8. The written description rejection of claims 8, 25 and 29 under 35 U.S.C. 1 12, first 
paragraph. The rejection was on the grounds that the written description in this case 
only sets forth the specific reporters separately. There is no written description of 
combinations of reporters; therefore the written description is not commensurate in 
scope with the claims drawn to combinations thereof. 

Applicants' simply assert that combinations of reporter molecules are well known 
in the art without any scientific support. However, the issue is that the instant 
specification fails to disclose the combinations. Neither the specification nor the claims 
disclose how to use a combination of reporters in a single assay or kit. Neither the 
claims nor the specification disclose how to use a combination of reporter molecules in 
the claimed method or kit. There is no disclosure as to what combinations of reporter 
molecules can be used together and which ones cannot be used in the assay or kit. The 
specification does not disclose structural examples of a combination of reporter 
molecules. Thus, applicant's statements to the contrary are not persuasive and the 
rejection is maintained in view of the lack of evidence that applicant was in possession 
of a combination of reporter molecules. 
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9. The rejection of claims 1-44 under 35 U.S.C. 102(b) as being anticipated by 
Thacker (WO 99/12015). The rejection was on the grounds that Thacker teaches a 
method for typing or enumerating bacteria in a sample comprising: immobilizing capture 
antibody; contacting the sample with the immobilized antibody; allowing the production 
of the marker; digesting the marker; adding primary and secondary antibody; detecting 
the reporter molecule and determining the type or quantity of the bacteria in the sample 
just as instantly claimed. Thacker also teaches kits with various components such as 
solid supports, chemical biomarkers such as tetrazolium salts, capture antibodies, both 
primary and secondary antibodies, and detectable labels. Therefore, Thacker teaches 
kits for the detection or enumeration of one or more types of bacteria comprising the 
same components such as a soluble substrate (tetrazolium), primary antibodies specific 
for the marker; secondary antibodies, detectable reporter molecules, wash, dilution and 
digestions buffers, nutrient media just as recited by the instant claims. 

Applicants assert that because the specification was amended and an 
unexecuted declaration was submitted, drawn to giving the instant case priority to 
09/148,491 and 60/057,657, the rejection should be withdrawn. However, the rejection 
will be maintained for the following reason. 

The application is a utility application filed under 35 U.S.C. 1 1 1 (a) on or after 
November 29, 2000, therefore the specific reference to prior applications must be 
submitted during the pendency of the application and within the later of four months 
from the actual filing date of the application or sixteen months from the filing date of the 
prior application. This time period is not extendable and a failure to submit the reference 
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required by 35 U.S.C. 1 19(e) and/or 120, where applicable, within this time period is 
considered a waiver of any benefit of such prior application(s) under 35 U.S.C. 1 19(e), 
120, 121 and 365(c). Applicant failed to timely submit specific reference to the prior 
applications. In view of applicants' failure to timely the pendency claim, applicant has 
waived any benefit to prior applications. Thus applicant's argument is not persuasive 
and the rejection is maintained. 



Oath/Declaration 

10. This application presents a claim for subject matter not originally claimed or 
embraced in the statement of the invention. The supplemental oath or declaration is 
unexecuted as required under 37 CFR 1.67. See MPEP §§ 602.01 and 602.02. 

Specification 

11. The amendment filed August 23, 2004 is objected to under 35 U.S.C. 132 
because it introduces new matter into the disclosure. 35 U.S.C. 132 states that no 
amendment shall introduce new matter into the disclosure of the invention. The added 
material which is not supported by the original disclosure is as follows: Applicants have 
amended the specification to now claim priority to applications 09/148,491 and 
60/057,657. However this claim for priority has not been accepted for the reasons 
stated above. Applicant is required to cancel the new matter in the reply to this Office 
Action. 
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Conclusion 

12. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .1 36(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 



1 1 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ja-Na Hines whose telephone number is 571-272-0859. 
The examiner can normally be reached on Monday-Thursday and alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Lynette Smith can be reached on 571-272-0864. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Ja-Na Hines 
November 9, 2004 



rflTfcH.f. SMITH 
.UHEMISORY PATENT EXAMWEP 
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